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CiA1/ 	 BO Y TE 

CliJC  QUAN LY DU'Qt 

SO:4_S-62 /QLD-CL 
V/v thu6c gia Vastarel 20 mg 

CQNG HOA XA 	NGHIA VIVI' NAM 
Doc 	- Tir do - I-14nh phlic 

Ha N0i, ngay thong nom 2017 

s(1  TE. Ti{ANF HOA 

Kinh giri: 	Y tinh, thanh ph6 true thu8c Trung 
4 A 

i 	Ngay 22/02/2017,,,tuc Quan 17 Dugc nhan dugc boo coo cklejtA   

SO". 

Ngay:,70. 

Chupfn: 	  

• 

	

NC4PsP110 		 
dien thugng trii,tai Ha Ni 	Cong ty Les Laboratoires Servier em t eo e f/aci\- Tir  

qua dieu tra phan tich h6a h9c, dac diem nhan biet ve thti6c gia mang ten Vastarel 

SDK: VN-16510-13, so 18 SX: 929852, vi 30 vien, tren nhan vi ghi mao 

danh nha san xuat la C8ng ty Les Laboratoires Servier- France. Mau thuoc do 

hong canh sat dieu tra toi pham kinh te, chirc vu (PC 46) Cong an thanh pho Ho 

Chi Minh bat gill va yeu cau xac minh. 

De dam boo an toan cho ngugi sir dung, Cue Quan ly Dugc de nghi Sa Y to 
tinh, thanh ph6 true thu8c Trung trang, Y to cac nganh: 

- Thong boo cho cac co so kinh doanh, sir dung thu6c lchOng dugc buon 
ban, sir dung thu6c Vastarel 20 mg, SDK: VN-16510-13, s6 18 SX: 929852, vi 30 

vien, tren nhan vi ghi mao danh nha san xuat la C6ng ty Les Laboratoires Servier- 

France va c6 mot s6 d4c diem khac 	m'au thu6c Vastarel 20 mg that do COng 

ty Les Laboratoires Servier- France san xuat nhu sau: 

ifac diem Thu& Vastarel 20 mg gia Thu& Vastarel 20 mg that 

Nhan vi 
thuoc 

Chu.' in mg, nhoe 	. 

NSX ghi: " Les Laboratories 

Chit in ro net, a dgc 

NSX ghi: " Les Laboratoires 
Servier-France" Servier-France" 

- Phoi hap v6i cac co quan truyen thong thong tin tad cac co so buon ban, 

sir dung thu6c va ngugi dan bik de khong buon ban, sir dung thu6c Vastarel 20 

mg gia c6 cac dau hieu nhan biet neu tren; 

- To chirc tiep nh4n thong tin boo coo cua cac co san xuat, kinh doanh, 

nguai sir dung; phoi h9p 	cac ca quan chirc nang kiem tra xac minh, truy tim 
nguon goc xuat xir cda thuoc gia neu tren; xir lY cac to chirc, ca nhan vi pham theo 

quy dinh hien hanh; 



KT. CI,JC TRONG 
PHO CIJC TRUONG 

Y , 

- Bao cao ket qua ve Cue Quan ly Duqc va ca quan lien quan. 

Cuc Quan ly Duqc thong bao de cac don vi biet va thgrc hien./. 

Nei nliOn: 
- Nhu teen; 
- Thir truong Truong Qu(Se Cueing (6' b/c); 
- VKN thu6c TW, VKN thutic Tp. HO Chi Minh; 
- Cue Quan Y - B6 quOc phong; 
- Cue Y to - B6' Cong an; 
- Cue Y to Giao th6ng van tai - B6 GTVT; 
- Website Cuc QLD; cac phang: Thanh tra Duvc MP, 
QLKD duct - Cuc QLD; 
- Luu: VT, CL (XH). 



KT.CIJC TRU'ONG 
Plth CATC TIZLIONG 

iyt:n Tat D art 

BO Y TE 	 CONG HOA XA. HOI CHU NGHIA VIVT NAM 
CVC QUAN LY DU C 	 DO 14p — Tkr do — 114nh phitc  

S.& 165 /QD-QLD 	 Ha AT:6i, ngay 0 5 thong 5 dam 2017 

QUYET DINH 

Ve AO rut so clang ky hru hanh thu6c ra khoi danh muc cac thuoc -
(low cap  so clang 147 hru hanh tai Vi4 Nam 

CI,JC TRIXONG CVC QUAN LA"( DUVC 

Can cir Luat Duqc ngay 06 thong 04 nom 2016; 

Can cir Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012,cUa Chinh phu quy Binh 
nang, nhiem Yu, quyen han \fa co cau chirc ciia B6 Y te; 

Aq. c1 	p ry 	Can cir Quyet dinh so 3861/QD-BYT ngdy 30/9/2013 dia B6 tnxerng 	Y to 
quy dinh chirc nang, nhiem vu, quyen han ya co cau to chirc cita Cuc Quan 1Y duqc 

epitir _ ANgl 'thuec B6 Y te; 
Can cir Thong to s6 44/2014/TT-BYT ngay 25/11/2014 cUa B6 Y to quy dinh 

7-yiec clang ky thu6c; 

Can cir h6 so to nguyen de nghi rut s6 clang 14 cila cac co sOr clang 14 thu6c; 

Xet de nghi cua Phong Dang ky thu6c — Cue Quail 1Y &roc; 

QUYET DINH: 

Dieu 1. RUt s6 clang 14 dm cac thu6c c6 ten trong Danh muc cac thu6c rut so 
Bang kY ban hanh kern theo Quyet dinh nay. 

LY do: Ca s& dang14 thu6c to nguyen rut so clang ky hru hanh thu6c. 

Dieu 2. Cac cong ty dang 14, nha san xuat cac thu6c neu tai Dieu 1 phai chiu 
trach nhiem va theo doi ye chat luong, an town, hieu qua dia thuoc trong qua trinh hru 
hanh cho den khi het hp dimg cua thuoc doi voi cac thuOc de nghi rut so clang 14 nen 
tren da duqc nhap khan, san xuat truOc ngay Quyet dinh nay có hieu 

Dieu 3. Quyet dinh nay c6 hieu luc ke tur tw,dy ky ban hanh. 

Dieu 4. Giani dec So Y to cric tinh, thanh ph6 true thuec Trung uong, cac don 
vi kinh doanh thuoc va Giam doe co sq co thuoc nett tai Die,u 1 chiu trach nhiem thi 
hanh Quyet dinh nay. 

"Voi nhcip: 
- Xhtr hieu 4; 

1;) trtrOlt 	'lilt Kim Tien td:1' b/c). 
hu lir 6m4 'rrt.roni2, Qujw, Cuing 	b/(:): 

- Cuc Quin Y Li() Quoc phOng, Cuc Y tc - Br) CO  )12, an: 
Cuc Y to Ciao tliamt v to tai - Bti Ginn thong ,ti  nn rain. 

- .1614_1 cite Hai quail BO Tai chinh, Batt hien. ) XL11-1(i Viet Num: 
- 	PHI) 	Luau 19 Y, Dtryt co truyen. Coc 

chi.rd hOnh. "lhanh tra BC), Vien KN thuOc TW. 	KN thtic TP. 
HCM. 

- I ong C'Ong t v Dmic 1 i;1 Nam, Ctit: en u SX. XNK thuoc: 
- Cac Beuh vi ri Viet) eO gntong 	true am& BO Y 
- Website Cuc QLD, Tap chi Dirvc Si M9 phAm Ctic Qt."). 

- Lull: VP. Cac Phong thic Cue OLD, DKT( 12 ). 



BO Y TE 	 CONG HOA XA HQI CHU NGHiA VIVI' NAM 
CUC QUAN LV DUOC 	 D;oc 14p — Tty do — H41-th phtic 

DANH MVC 
CAC THUOC RUT SO DANG KY LU'U HANH TAI VIVI' NAM 

(Ban hanh kern then QuyEt dinh so 	/QD-QLD ngay 05 thang5 nam 2017) 

1. Cong ty clang 14: Merck Sharp & Dohme (Asia) Ltd. (d/c.. 27/F., Caroline 
Center, Lee Gardens Two, 28 Yun Ping Road, Causeway Bay, Hong Kong). 

1.1..Nha san xuat: Frosst Iberica S.A. (d/c.. Via Complutense, 140, 28805 
Alcala de Henares (Madrid), Spain). Co so' &mg goi: Merck Sharp & Dohme 
(Australia) Pty. Ltd. (dia chi: 54-68 Ferndell St., South Granville, NSW 2142 
Australia). 

STT Ten thutic Ho#t chat Ding bao elleSo A  dang k , y 
1.  Arcoxia 30mg Etoricoxib 30mg Vien nen bao phim VN-16833-13 

1.2. Nha san xuat: Merck Sharp & Dohme Ltd.. (d/c.. Shotton Lane, 
Cramlington, Northumberland NE23 3JU, UK). Cu so' &rig gOi: Merck Sharp & 
Dohme (Australia) Pty. Ltd. (clia chi: 54-68 Ferndell Street, South Granville, 
N.S.W.2142, Australia) 

STT Ten thuiic Hoat chat Ding bao che So clang k' 
2.  Fortzaar 100/25 Losartan potassium 

100mg; 
Hydrochlorothiazide 
25mg 

Vien nen bao phim VN-16837-13 

2. Cong ty dang 14: Ging ty Co phan BV Pharma. (cl/c.• Ap 2, Xa Tan Thanh Tay-
Huyen Cu Chi-Thanh pha Ha Chi Minh, Viet Narn). 

2.1. Nha san xuat: Cong ty CO phan BV Pharma. (61/c: Ap 2, Xisi Tan Thanh 
Tay-Huyen Cu Chi-Thanh pito Ho Chi Minh, Viet Nam. ). 

STT Ten thuoc Hoat chat 	Dlng bao che SO dang 14 
3.  Kastrazol Anastrozol 1 mg 	Vien nen bao phim QLDB-495-15 

3. Ciing ty Clang kY: (Tang ty co phan dirge pham 1MEXPHARM (d/c: 04- du.ang 
30/4, Phinivg 	Cuo Lanh, Tinh Dons Thup, Viet Nano. 

3.1. Nha san xuat: Chi nhanh 3 - Cong ty co phan (hive phiim lmexpharin 
tai Binh Dining (dic: So 22, du'Ong sci 2, KCAT Viet Nani-Singapore, 	Plutomg Hoa 

TP ThU D6u Mot, tinh I3inh Duran,, Viet ;Vain), San xuat nhuong quyen: 
Laboratorio internacional Argentina .S.A Dia chi: rcibu 	16.11 C.A.B.A Republic 
Argenurtu). 

STT Ten thuiic boat chat tang bao che St) dans; kv 
4. Imetoxim X11. ig Cefotaxim (cluOi 

clang Celbtaxim 
natri) 1g 

Thu& bOt pha tiem VD-22159-15 

• 



5. Imezidim_UL lg Ceftazidim (dtrai ThuOc bet pha tiem VD-22160-15 
Bang Ceftazidim 
pentahydrat + Natri 
carbonat) lg 

4. Cong ty dang 147: Pharmix Corporation (d/c: 1304, Garak ID Tower, 99-7, 
Garak-dong, Songpa-gu, Seoul, Korea). 

4.1. Nha san xuat: Dai Han Pharm. Co., Ltd. (d/c: 77, Sandan-ro, Danwon-
gu, Ansan-si, Gyeonggi-do, Korea). 

STT Ten thuec Hog chat Dgig bao the So ding kSi 
6. Livpar Inj L-Ornithine-L- 

Aspartate 5g/10m1 
Dung dich tiem 
truyen 

VN-20067-16 

5. Cong ty (rang k5r: F. Hoffmann-La Roche Ltd.. (d/c: Grenzacherstrasse 124, CH-
4070 Basel, Switzerland). 

5.1. Nha san xuat: Roche S.p.A. (d/c: Via Morelli 2, Segrate, Milan, Italy). 

STT Ten thaw A Hog chat Dgng bao the SO ding 14 
7. Xenical Orlistat 120mg Vien nang cirng VN-18892-15 

6. Cong ty dfing Icy: AstraZeneca Singapore Pte., Ltd. (d/c: 8 Wilkie Road, #06-01 
Wilkie Edge, Singapore 228095, Singapore). 

6.1. Nha san xuat: Hospira, Inc. (d/c: 1776 N. Centennial Drive, ilciherson, 
KS 67460, USA). Co so.  (long gOi: AstraZeneca UK Limited; cl/c: Silk Road Lusituss 
Park, Macclesfield Cheshire SK 10 2NA, United Kingdom) 

STT Ten thuoc Hog chat Ding bao the So diing 14 
8. Cubicin Daptomycin 500mg Bet dong kilo pha 

tiem 
VN-17837-14 

Danh muc gOrn 02 trang 08 thuec.i. 



Y Tg 
CUC QUANIA7 DISQC 

S6: 690202._ /QLD-DK 
V/v cap that thong tin dugc ly ai vai 

thdc chira testosteron 

LONG HOA XA HOI CHU' NGHIA VIET 
NAM Doc lap - Ty do — Hanh pinic 

Ha N0i, ngdy 	thang 5 nam 2017 

,S(. 	THANH HOA. 

Kinh 

S6: 

DE \I   Noy: 2. 

- Sa Y to cac tinh, thanh ph6 tivc thu8c trung trcreuY611: 
- Cac b8nh vien, vien co gime:mg b8nh trirc thuOc 	,6: 
- Cac co so &rig ky km hanh thu6c tai Vi8t NamT 

Thang 10 nam 2016, Ca quan Quan 15,  Dtrac va Thyc phdm Hoa KS/ (US-
FDA) thong bao da phe cluy8t vi8c thay d6i nhan va huong dan sir dung ctira tat ca 
cac thuoc k8 don chira testosteron de cung cap cac thong tin mei t r y van va bao 
cao ca lam sang ve cac nguy co lien quan tai lam dung va php thuOc testosteron 
cling nhu cac hormon steroid sinh dyc nam ding boa (anabolic androgenic 
steroid - AAS) khac. Theo do, testosteron va cac AAS khac khi bi lain clung 
ngued lan va thanh thi8u nien, k8 ca van dOng vien va nguai tap th8 hinh a mix 
lieu cao hat lieu ke dan hoac ket hop vai cac AAS khac gay ra cac nguy co 
nghiem trong tren tim mach, nao 130, gan, tam than va he not fiat. 

Truck do, thang 3 nam 2015, US-FDA da dua ra canh,bao cac thu6c ke 
don chira testosterone chi dugc phe duyet cho nam gied có n8ng dO testosteron 
thap gay ra bOi mot so tinh trang b8nh 13'r nhat dinh. Hi8u qua va dO an,  toan cis 
cac thu6c nay trong dieu tri cac b8nh nhan co nang 	testosteron thap do Lao 

ke ca tn.rong hop có tri8'u chimg lam sang lien quan chua dugc chUng minh. 
US-FDA da yeu cdu cac nha san xuat testosteron cap nhat nhan thuoc de lain ro 
cac chi dinh da dugc phe duy8t, d6ng thed bO sung thOng tin ve tang nguy co nhOi 
mau ca tim va dot quy 6 b8nh nhan sir dung testosteron. 

Tip theo Cong van s6 2484/QLD-TT ngay 11/02/2015 dm Cuc Quan 1S,  
Ducfc ve viec cung cap cac thong tin cho can bO y to ve do an town, hieu qua cUa 
cac thu6c chira testosteron va can cuvao ket Juan 	H8i dung Tu van c4 so 
Bang kY luu hanh thuoc - BO Y te, de darnsbao muc tieu sir dung thuoc hop 1ST, on 
toan va hi8u qua, Cuc QuanlY Duoc yeu cau: 

I. DOi voi 	Y te cac tinh, thanh phe trijrc thuOc trung yang va cac 
BOh vien, Vin co giu*ng bOnh trine thuOc BO Y te: 

Tip tijc thong bao cho cac co ser kham chira benh, ,cac don vi kinh doanh 
dugc pham tren dia. ban cac thong tin lien quan den khuyen cao da" riCto tai COrpg 
van so 2484/QLD-TT ngay 11/02/2015,  cUa Cue Quan 1ST Dupeva nC7i dung 
htrOng dan theo Phu luc tong van nay; gong thei tang cuong thine hien vie‘c them 
doi tae dung khOng mong muon cua thuoc trong qua trinh sir dung va luu hanh; 



X 	A, yen Tat DO 

giri bao cao ADR (ne:u co) vas Trung tam Qu5c gia va thong tin thu5c va theo cloi 
phan ung ce hai cUa thuCic (13-15 Le Thanh Tong, Ha No hoac Trung tarn khu 
vvc va thong tin thu5c va theo doi phan img co hai cua thu5c TP. H5 Chi Minh 
(201B Nguyen Chi Thanh, Quan 5, TP. Ha Chi Minh). 

II. DOi 	cac co' so' d5ng ky lifu hanh thuoc tai V* Nam: 
1. DOi 	cac thaw chira testosteron d5 duvc cap so &fig 4: 
1.1. Trong yang 03 thong ke tirngay ky cong van nay, yell cau ca sa clang 

k 'y thuoc thvc hi5n vi5c cap nhat, bo sung th5ng tin trong muc chi clink lieu 
dung, canh bcio vet than trong ten nhan, to huong dA.n sir dung thuoc cac 
dung theo Phu lvc dinh kern cong van nay. 

1.2. Hinh thirc cap nhat: Ca so dung lcSr thuoc thrc hi5n vi5c to cap nhat 
theo quy dinh Khoan 4 Dieu 9 Thong tu s5 44/2014/TT-BYT ngay 25/11/2014 
dm B5 Y t.6 quy Binh viec clang 4 thu6c. 

2. DOi ved cac ha so clang ky thaw china testosteron clang ch& xet 
duyiet tai Cue Quin VT Dirge: 

Cvc Quan ly Dugc chi xem xet trinh HOi dong tu van cap so clang ky sau 
khi cg sa &mg 4 thuOc nap tai lieu cap nhat, bo sung not dung muc chi dinh, 
lieu dung, canh bao va than tong theo Phu luc dinh kern cong van nay vao cac 
phan có lien quan drab:8 sa va ducic tham dinh dat yeu cau. 

Cvc Quan 1S,  Dugc thong bao de cac dan vi Nat va thuc hien ./. 
Nol nhCzn: 	 KT.C1,JC TRU'dNG 

- Nhir tren; 	 -1-14,0,1C TRIFUNG 
- BT. Nguyen Thi Kim Tien (de b/c); 
- Thu trirong Tracing Quec Cireng (de b/c); 
- Cpc QLKCB, Thanh tra BYT (de phoi hop); 
- Tong Clic Hai quan — Be TC; 
-Cuc Quan Y — BQP; Cuc Y to - BCA; Ctic Y to 
Giao Thong van tai — Be GTVT; 
- BHXH Viet Nam; 
- Tong cong ty Diroc Viet Nam; 
- Trung tam DI & ADR Quec gia; 
- Be man Dirgc ly — Trung DH Y Ha Nei; 
- Cac chuyen gia than' dinh he so dan4 ky thuec; 
- Phong QLKDD, PhOng QLTTQC (de thirc hien); 
- VPC 	dira len Website); TC Diroc&MP; 
- Liru:VT, DKT. 



BO Y TE 	CONG HOA XA HOI Clif1 NGHIA VIk',T NAM 
CUC QUAN LV DUOC 	 DO 14p - Tun do — Hanh phut 

PHU LIJC 

Cfic nOi dung thay dOi/ bill  sung dOi voi thaw chtia testosteron 
(Dinh kern theo tong van sg94,2/QLD-DIC ngay8/570aWcaa Cue Ouan ly Detpo 

[Diii vbi tat ca cac thutic china testosteron, thong tin tren nhan thuOc va ra,HDSD 
can dugc bo sung hoac chinh sira de phan anh cac thong tip dugc cung cap dugi 
day] 

1. Chi Binh 
[. • .] 

- Thieu nang sinh dvc do thieu hormon hugng sinh dye (do bLi.m sinh 
hoac mac phai): thieu but gonadotropin hoac hormon giai phong 
hormon tap hoang the (LHRH), tan thucmg tryc tuyen yen — duoi dOi do 
kh6i u, than thuang, hoac hire xa. 

Gioti Iwn sir dung 
- DO an town va hieu qua dm [ten the pham] tren nam giai bi thieu nang 

sinh d9c do lao Ma (can dugc g9i la "thieu nang sinh d9c khoi phat 
muon") chua dugc chimg minh. 

[. 

2. Litt tiang 

[. 
Truerc khi bat dau sir dung [ten the pham], can than doan xac dinh firth trang 
thieu nang sinh d9c bang cach do nong,d0 testosteron huyet thanh vao buoi sang 
trong hai ngay khac nhau va ket qua nong (2/0 testosteron do dugc deu thap hon 
khoang gia tri binh thugng. 
[. • .1 

3. Ciinh btio va than trong 
[. • .1 
Nguy co' tim mach 
Chua co cac thin nghiem lam sang dai han nham danh gia dO an toan tren tim 
mach dm lieu phap thay the testosteron den nam gied. Cho den nay, cac nglaien 
ciru dich va cac thir nghiem neau nhien CO 	chirng chua the dua ra kat luan 
ye nguy co gap cac bien co bat lgi nghiem trong den tim mach (major adverse 
cardiovascular events - MACE) nhu nhoi matt ca tim Ichong gay td vong, dOt quy 



Ichong gay dr vong va tir vong do berth 15,  tim mach c6 lien quan den viec sir dung 
testosteron hay khOng. M6t vai nghien art' da ghi nhan nguy ca gap MACE tang 
khi sir dung lieu phap thay the testosteron ten nam gi6i. Benh nhan can dugc to 
van ve nguy ca nay de quyet dinh bat dau hoac tiep tuc sir dung [ten the pham]. 

Lgm dung testosteron va gitim sat njng cQ testosteron huj4t thanh 
Testosteron thuang bi lam dung a mire lieu cao han khuyen cao eh° cac chi dinh 
dugc phe duyet hoac sir dung ket hgp voi cac hormon steroid sinh dvc nam (long 
hoa (anabolic androgenic steroid - AAS) khac. Lam dung AAS c6 the dan den 
cac phan img co hai nghiem tr6ng tren tim mach va than kinh. 

Lam dung thuac 
Lam dung thu6c la coy sir dung thu6c (du chi met Ian) a d,t muc dich ve tinh 
than hoac the chat ma khong nham rave dich dieu tri benh. Lam dung hoac sir 
dung sai testosteron )(ay ra a ca nam gioi va nit gioi, ngtrai lan va thanh, thieu 
nien. Testosteron c6 the bi lam dung 6 cac van Ong vien hoac nguoi tap the hinh 
va thuang dugc sir dung cung vai cac AAS khae ma khOng can ke don. Da c6 
bdo cao ghi nhan tinh tang sir dung sai testosteron a benh nhan dugc ke don 
testosteron nhung sir dung lieu cao han mirc,khuyen cao, benh nhan van tiep tuc 
sir dung testosteron mac du da gap bien ce bat lgi va dugc canh bao b&i can be y 
te. 

Phan erng có hai lien quan cl"jn lam clung thud c 
Cdc phan img co hai nghiem trgng da dugc ghi nhan a nguai lam dung AAS ban 
gOm ngimg tim, nh6i mau ca tim, benh ca tim phi 	suy tim sung huyet, tai 
bin mach mdu nab, nhiern dec gan va cac NH loan tam than nghiem tr9ng nhu 
tram cam nang, hung cam, hoang Wang paranoia, loan than, hoang Wang, an 
gidc, thdi do ch8ng cloi, gay han. 
Cdc phan img c6 hai da dugc ghi nhan o nam giai bao gem: con thieu mdu cue be 
thodng qua, co giat, hung cam nhe, kich thich, roi loan lipid mail, teo tinh hoan, 
cham sinh hoac vo sinh. 
Cac phan Ung c6 hai khdc da dugc ghi nhan a na gioi bao gem: chimg ram long, 
nam boa, tram gigng noi, phi dai am vat, teo vu, hoi dau kieu nam gibi, kinh 
nguyet khOng deu. 
Cdc phan irng c6 hai da dugc ghi nhan a thanh thieu nien (ca nam va nir) ban, 
Om: cot hem dau sun som gay ngirng phat trien, day thi soin. 

Phu thui)c thuoc 
Thuang xuyen lam dung testosteron va cac steroid deng hoa khde an den phi 
thuOc thu6c thuang c6 cac hanh vi dac trung sau: 
• Sir dung lieu cao hon lieu dirge ke clan 
• Tie') tuc sir dung thuec mac du viec sir dung thuclic gay ra cac van de ve y to va 

• Ten nhieu thai gian de c6 dugc thuoc khi nguon cung irrig thuoc bi gian doan. 



• tfu tien viec sir dung thuOc han cac tong viec khac. 
• Gap kh6 khan trong viec ngimg sir dung thuoc mac du co mong muon va ce 
gang thuc hien. 
• Gap trieu chimg cai thuee khi ngimg sir dung thuoc clot nget. 
Phu thuOc ye the chat dugc dac trong ben cac trieu chimg cai sau khi ngirng dUng 
thuOc clot ngOt hoac giam lieu clang ke. NguOi sir dung testosteron cao han lieu 
dieu tri co the gap trieu chimg cai thuoc keo dai trong vai tuan hoac vai thang bao 
gom tam trong than nan, tram cam nang, met mOi, them thuoc, bi3n ch'On, kith 
dOng, than an, mat ngii, giam ham muen tinh dye va thieu nang sinh due do thieu 
hormon huong sinh dye. 
Chua ghi nhan cac truang hap phy thuOc thuec khi sir dung, testosteron vai lieu 
va chi dinh dugc phe duyet. 
Neu nghi ngo c6 lam dung testosteron, can kiem tra nOng d9 testosteron huyet 
thanh de dam bao nong do ciia thuec nam trong pham vi dieu tri. Tuy nhien, nOng 
do testosteron c6 the nam trong hoac thap ham mire binh thuOrng d benh nhan larn 
dung cac clan chat testosteron tong hop. Bac si can to van benh nhan luu y cac 
phan img co hai nghiem trong lien quan den lam dung testosteron va cac AAS. 
Ngugc lai, can can nhac kha nang lam dung 'testosteron va cac AAS tren benh 
nhan gap bien co c6 hai nghiem trong ten tim mach hoac tam than. 

[...] 
./. 



BOYTE 
CVC  QUAN  

/QLD-CL 
V/v thuoc gia Prednisolon 5 mg 

CONG HOA XA HOI CHU NGHIA VIET NAM 
D(ic  lap - Tir do - Hanh phtic 

Ha Not, ngaye2g  dicing S nam 2017 

Kinh giri: Soy Y to cac tinh, thanh ph6 trvc thuoc Trung 

Cvc Quart 1Sr Dugc nhan dugc,  Cong Van s6 280/VICNTT 
.27/4/2017 cita Vin Kiem nghiem thuoc Trun* uong bao cao ket q 
luting thuoc c kern theo phial Iciem nghiem so 47GT26 ngay 26/4 
mang ten Prednisolone BPF (prednisolone 5mg), tren nhan 19 
M162889, ngay SX: 01/2015, HD: 01/2018 va ghi ten Cong ty RotexMedica 
GMBH Tritau — Germany, khongsghi dang 14. Mau thuoc do Trung tarn kiem 
nghiem thu6c, my pham, thgc pham Thira Thien Hue lay tau tai Nha thuoc Chi 
Uy (40 Nguygn Pink Nguyen, thanh ph6 Hue). Thu6c khOng dat lieu chuan chat 
lugng ve chi tieu dinh tinh. Can cir ho so, tai lieu tai Cvc Quan ly Dugc, Civic Quan 
ly Dugc coy kien nhu sau: 

1. Thu6c Prednisolone BPF (prednisolone 5mg) tren nhan mao ten thuoc 
"PREDNISOLON BPF" va ten cong ty "RO l'EXMEDICA GMBH TRITAU —
GERMANY" la thu6c gia, khOng dugc cap pile') luu hanh tai Viet Nam, Ichong dugc 
phep luu hanh sir dung. 

2. De dam bao an town cho nguai sir dung, de nghl: 
2.1. Sg Y to cac tinh, thanh ph6 tut thu6c Trung uang, Y to cac nganh: 
- Thong bao cho cac ca sey kinh doanh, sir dung thu6c khOng dugc buon ban, 

sir dung thuOc gia Prednisolone BPF (prednisolone 5mg) neu tren. 
- Phei hgp vgi cac ca quan truyen th6ng thong tin tgi cac r  ca so.  bu6n ban, sir 

dvng thuOc va ngued clan biet de kh'Ong buon ban, sir dung thuOc Prednisolon BPF 
gia c6 cac dau hieu nhdri biet nhu tren; 

- T6 chUc tiep nh4n thong tin bao cao cua cac ca so san xuat, kinh doanh, 
ngugi sir dung; phoi hgp vai cac co quan chirc nang,kiem tra xac mirth, truy tim 
nguon goc xuat xu 	thuoc gia neu tren; xir 1)'T cac t6 chtk, ca nhan vi ptw,m theo 
quy dinh hien hanh; 

- Bao cao ket qua ve Cvc Quan ly Dugc va co quan lien quan. 
2.2. Si Y to Thira Thien Hue,xem xet chuyen so viec tren den co quan 

có tham quyen de truy tim ngu6n goc thuOc gia. 

Cvc Quan 15,  Dugc thong bao de cac don vi biet va thuc hien]. 
No nliOn: 	 KT. CUC TRU'ONG 
- Mu.  tren; 	 CIJC TRU'ONG 
- Thir truang Truung Qu6c Ctrong (de b/c); 
- VKN thuOc TW, VKN thu6c Tp. H6 Chi Minh; 
- BCD 389 TW; 
- Ctic Quan Y - BO quoc phang; 
- Cue Y to - BO Cong an; 
- Cpc Y to Giao thong van tai - BO GTVT; 
- Website Cuc QLD; cac phang: Thanh tra Dtrqc MP, 
QLKD dtrqc - Ctic QLD; 	 guyen TAt D4t 
- Ltru: VT, CL (HD). 



C6,1-,;(42  ia,0)11 
chAq 

BOYTE 

CVC  QUAN 1:1"(DUVC 

S6: g53 /QLD-CL 

V/v dinh chi bin hinh thu6c 
khong dat tieu chuin chit Facing 

- Can cir vao ode qui the dugc hien hanh dm Viet Nam. 

- Can cu COng van so 249/VKNT-KHTH ngay 15/05/2017 ch. Vien Kiem 
nghieni thuOc Tp.,  Ho Chi Minh giri kem phieu kiem nghiem so 0027/VKN-
KT2017 ngay 15/05/2017 ve thuec vien nang Cobxid - 200 Nic (Celexoxib 
200mg), SC; 18: 611049, HD: 23/11/2019, SDK: VD-22650-15 do Cenc. ty 
TNHH Dugc phAm USA-NIC san xuat. Mdu thuOc do Vien Kiem nghie.:n 
Tp.H6 Chi Minh 1Ay tai Gian 01, Qu&y 01 - Cong ty 
Codupha (SO 334 To Hien Thanh, Phu6rig 14, Quin 10, Tp. H8 Chi yuili-C). 
Thuo'c khong dat tieu chuan chh lugng ve chi lieu d8 boa tan. 

Cvc Quan1Y Dugc thong bao: 

1. Dinh chi luu hanh toan quOc thuec vien nang Cobxid - 200 Ni'J 
(Celexoxib 200mg), So 1O: 611049, HD: 23/11/2019, SDK: VD-22650-15 
Cong ty TNHH Dugc pham USA-NIC san xuat. 

2. Cong ty TNHH Dugc pham USA-NIC pho'i hop voi nha 
phai: 

+ Trong thai gian 05 ngay, giri thong bao thu 116i tai cac co s& ban buen, ban 
le, sir dung thu8c vien nang Cobxid - 200 Nic (Celexoxib 200mg), SO 16: 
611049, HD: 23/11/2019, SDK: VD-22650-15 do Cong ty TNHH Dugc phThl 
USA-NIC san xuat va tien hanh thu hei toan bo to thuec khOng dot 
chat lugng neu tren. 

+ 	bao coo thu h6i ve Cpc Quan lY Dugc trong yang 01 thLi.:..1 
ky c8ng van nay, he so thu h6i bao g6m so luting san xuat, se lugng 
ngay san xuat, se lugng thu hei, cac bang chtirng ve viec thgc hien thu hei tai cac 
co se ban buon, ban le, sir dung da mua thuOc theo quy dinh tai Therm, to so 
09/2010/TT-BYT ngdy 28/04/2010 cUa Bo Y to lurang don viec qt.; '111 1v ch:a 
lugng thuOc. 

3. Se Y to cac tinh thanh pho trgc thu8e Trung uang, Y to cac 11,211-1 
bao cho cac co se kinh doanh, sir dung thuoc thu hoi 16 thu6c 
lugng neu tren, kiem tra va giant sat cac don vi thgc hien th6m4 Ho 

Kinh 
- Soy Y to cac tinh, thanh phO two thu8c Trun 
- COng ty TNHH Dugc pham USA-NIC. 

CONG HOA XA HOI CHU NGHIA VIUT NAM 
DOc 14p - Ty do - H4nh phtie 

Ha NQi, ngay 0  g thong 6 
SU VII: MANI! HOA  

v  
, , Noy:fa. 

u n • 

so: 	 

11‘11: 0111.077rfir- 



nhang dan vi vi pharn theo quy dinh hien hanh; bao cao ve Cijc Quan 1Y Duge 
va cac ca quan chi:re Wang có lien quan. 

, 4. Si Y to Tp. HO Chi Minh kiem tra va giam sat Cong ty 	1)11.cfc 
pham USA-NIC thvc hien viec thu hoi va xir ly thuOc bi thu h6i theo guy 

Cvc Quan 1)",  DIAN thimg bac) de cac don vi biet va thvc hi@-) ./. 

KT. CIJC TRCONG 
CIJC TRIIONG 

Nai nhOn: 
- Nhir tren; 
- TT Truang Qu6c CuOng (de b/c); 
- VKN thu6c 	VKN thu6c Tp. HCM; 
- Cgc Quart Y - B6 qu6c phong ; 
- Cuc Y to = B6 C6ng an; 
- Cyc Y to GTVT - B6 GTVT; 
- Cac pheng DKT, QLKDD, Thanh tra Duvc-MP, QLTT-QCT 

Ctic QLD; 
- Gian 01, QuAy 01 - COng ty TNITh ducirc phArn Coduphar (S6 

334 TO Hien Thanh, Phtratrig 14, Qu4n 10, Tp. H6 Chi Minh) 
(de thuc hien); 

- Luu: VT, CL (PT). 

guyin TAt 1)4t 



Kinh giri: 
- Soy Y to cac tinh, thanh pht) truc thu"gc Trung 

COng ty co phan duce phdm OPV. 

Can cu vao cac ;qui the dugc hien hanh dm Viet Nam. 

SO Y  THANH HO/. 

A' 	S6: 	 
EN 

ugna'; NOY: .6/ 
Chuyin: 	 

Ltru 116 srr s6: 	 

‘11 104R 

BQYTE 

CTJC QUAN LY DINC 
St): 3-93,2 	/QLD-CL 	Ha Noi, ngay 	thang 6 nam 2017 

V/v dinh chi ltru hanh thutic 
khong dat neu chuin chit luting 

- •Can cir Cong van so 333NKNTTW-KH ngay 24/05/2017 cua Vien Kiem 
nghiern'thu4c Trung uong girl kern phieu kiem nghiem so 47L 261 ngay 
23/05/2017 ve thut)c Vien nen Opetrypsin 4200USP (Chymotrypsin 4200 dan vi 
USP), So 16: 080716; NSX: 21/07/2016; HD: 21/07/2018, SDK: VD-21682-14 
do Cong ty co phan dugc phdm OPV san xudt. Mau thuo'c do Vien Kiem nghiem 
thu6c Trung uong ldy tai Cong ty CO phan Dugc pham DGC (Quay 403, tan: 
Trung tam phan phai Dugc pham va Trang thiet bi y to Hapu MedicenL2r, 
NguyLs  Huy Thong, Thanh Xuan, Ha N0i). Thu6c khong dat tieu chuan 
lugng ve chi tieu Dinh lugng. 

Cue Quan 1y Dugc thong bao: 

1. Dinh chi luu hanh town quOc thuOc Vien nen Opetrypsin 4200USP 
(Chymotrypsin 4200 don vi USP), SO lo: 080716; NSX: 21/07/2016; 1-11): 
21/07/2018, SDK: VD-21682-14 do Cong ty co phIn dugc pham OPV sari 

2. COI-1g ty co phan dugc phAm OPV phi hgp veri nha phan phOi 

+ Trong thoi gian 05 ngay, giri thong bao thu h6i tai cac co so bdn 
le, sir dung thuoc Vien nen Opetrypsin 4200USP (Chymotrypsin 4200 dan vi 
USP), S6 18: 080716; NSX: 21/07/2016; HD: 21/07/2018, SDK: VD-21682-14 
do 93ng ty co phan dugc pham OPV san xudt va tin hanh thu 1-151 town 1)6 15 

thuoc khong dat tieu chuan chat lugng neu tr'en. 

+ Giri bao cao thu hoi v'e Cvc Qua? 1f Dugc trong v6ng 01 thing 1:c 
kY Cong van nay, h6 so' thu hoi bao gc:5m so lugng san xudt, so ltrong 
ngay san xudt, so lugng thu ht)i, cac bang chirng ve viec thuc hien thu hai L:11 
co s& ban ban, ban le, sir dung da' mua thuoc theo quy dinh tai ThOng ttr so 
09/2010/TT-BYT ngdy 28/04/2010 dm B8 Y to hating clan vi'ec qudn ly chit 
luting thu'Oc. 

3. S& Y t" cac tinh thanh ph6 truc thuOc Trung uang, Y to cac ngL),r111 thOng, 
bao cho cac ca ser kinh doanh, sir dung thwic thu hO'i 16 thuOc 1:116ng 	,t 
lugng neu tren, kiern tra va giam sat cac don vi that hien thong bdo 

CONG HOA XA. HOI CHU NGHIA VIUT NAM 
DOc 1ap - Tty do - 1-14nh phtic 



nhang clan vi vi ph im theo quy dinh hien hanh; bao cao ve Cvc Quan Dtroe 
va cac Ca quan chirc narig có lien quan. 

4. Si Y t6' Ha NOi, Sa Y to Ding Nai kiem tra va giam sat Cong ty co khan 
duvc ph'arn OPV thirc hien viec thu hoi va xir lY thuL bi thu hoi theo guy 

Cvc Quan lY Duvc thong bao de cac clan vi biet va thvc hi41 ./. 

KT. CIJC TRUbNG 
CVC TRV(ING 

yen fat 

Nai nh(tn: 
- Nhu tren; 
- TT Truang Qu6c Ctromg (de b/c); 
- VKN thu6c 	VKN thu6c Tp. HCM; 

' - Cue Quan Y — B6 qu6c phong ; 
- Cue Y to — Bo C6ng an; 
- Cuc Y to GTVT — B'e GTVT; 
- Cac phong DKT, QLKDD, Thanh tra DucYc-MP, QLTT-QCT 

Cue QLD; 
- Cong ty C6 phAn Dircic phArn DGC,(Quay 403, tang 4, Trung tarp 

phan phoi Duqc phArn %/a Trang thiet bj y to Hapu Medicenter, so 
1 Nguyen Huy Ttrang, Thanh Xuan, HA N6i) (de thuc hien); 

- Luu: VT, CL (HP). 



BO Y TE 
CVC QUAN LY Diu'vc 

s6: 004 / QD-QLD 

CQNG HOA XA MN CHU NGHIA VIET NAM 
Dac lap - Tv do - II#nh phfie 

Ha Noi, ngizy A4 thong 6 nom 2017 

QUYET DINH 

'ye vi?e thu hei so tiep nhan Phieu cong be sin phalli 

aijCTRUtiNG CVC QUAN US? DIFOC 

Can cu. Nghi dinh so 63/2012/ND-CP ngay 31/8/2012 ciia C 
chirc nang, rititra vu, quyen 	va ca au t6 chirc ciia BO Y te; 

ekt  /64- niv:ty\p Can cu Quyet dinh sO 3-1361/QD-BYT ngay 30/9/2013 ciia BO truang BO Y te ye 
quy dinh chtic nang, 	quyen han va Ca cau chirc dm Clic Quan 1S7 

Duac  "c Y te; 
Can cir Thong to so 06/2011/TT-BYT ngay 25/01/2011 cila BO Y to quy dinh ye 

quan1SI my pham; 
Theo de nghi cua COng ty TNHH DKSH Viet Nam tai van thu so 1-5/2017-

MERZ de ngay 25/5/2017 ve viec thu hOi to nguyen so tiep nhan Phieu cong bo san 
phAm my pham; 

Xet de nghi cua Throng Phong Quan ly My phAm - Cuc Quan 1ST Dugc, 

QUYET DINH: 

Dieu 1. Thu hOi 07 so tiep nhan Phieu cong 136 san pham my pliant da dugc Cue 
Quan1Sr Dugc cep cho Cong ty TNHH DKSH Viet Nam, cu the nhu sau: 

Stt Ten san phAm 
SO tiep nMn Phieu tong b6 

san pham my pham Ngay cap 

1 Mederma creme 102024/14/CBMP-QLD 22/10/2014 

2 Mederma gel 112525/15/CBMP-QLD 16/6/2015 

3 Merz spezial cream mousse collagen 112526/15/CBMP-QLD 16/6/2015 

4 Merz spezial cream mousse hyaluron 112527/15/CBMP-QLD 16/6/2015 

5 Mederma PM overnight cream 116832/15/CBMP-QLD 14/10/2015 

6 Mederma intense gel 116831/15/CBMP-QLD 14/10/2015 

7 Mederma kids 116830/15/CBMP-QLD 14/10/2015 

Cac san pham my pham tren do Cong ty TNHH DKSH Viet Nam (Dia chi: SO 23 
DO 10 DOc Lap, Khu Cong nghi'e'p Viet Nam - Singapore, thi xa Thu'an An, tinh Binh 
Duarig) nhap khan va chiu trach nhiem dua san phAm ra thi truing. 

1.4,  do thu hOi: Corig ty de nghi thu h0i tv nguyen do lchong có nhu cau tiep tuc 
kinh doanh cac san phAm my-pham tren tai Viet Nam. 

Sei Y Tl THANH HOA 
yeh Anis 6. 

EN ngay: AID/ 

1311d tifirdinil 
Luv ho so. s6: 	 

1. 	 • 



Dieu 2. Quyet dinh nay có hiiru ltrc ke tiz ngay 14r ban hanh. 

Dieu 3. Giam dOc Cong ty TNHH DKSH Via Nam, Giam dOc Soy Y to cac tinh, 
thanh phO trvc thu'cic Trtmg ucmg chiu trach nh*n thi hanh Quyet dinh nay./. 

Novi nhrzn: 
- Nhu Dieu 3; 
- BO trierng Nguyen Thj Kim Tien (d6 b/cao); 
- Thi'r Mroug Tnrong Quec Qemg (de hick)); 
- TOng cuc Hai quan-BO Tai chinh; 
- Tap chi Duqc va phAm-Cpc QLD; 
- Trang TTDT Cpc QLD; 
- Luu: VT, TTr, MP. 



BOYTE 
CVC  QUAN LY DUVC 

S0: g6 so /QLD-CL 
V/v dinh chi hru hanh thu6c 

khong dat tieu chuin chAt lugng 

coNG HoA. XA Ho CHU NGHIA VItT NAM 
th,c 14p - Tir do - Hanh phtic 

Ha NOi, ngay 	thang -C nam 2017 
SC Y TE THANH HO; 

S6. 5 	 

Ngay: .22/. / 
gb:Z 	  

Lim h6 sa s6. 	 

- Can cir vb.o cac qui the dugc hien hanh dm Vit Nam. 

- Can cir °Ong van so 384NKNTTW-KH ngay 09/6/2017 ciia Vien Kiem 
0 	7— 	nghiem thuOc Trung uang gin kern phieu kiem nghiem s'('; 47L301 ve Thuo'c b8t 

..i2  , 0  ._--Vi viem tan - V.A, S0 18: 28301216 HD: 30/12/2018, SDK: V47-H12-16 do Co 
aideo's,07i so. Dong dirge Vinh An (Yen Vinh - Kim Chung - Hoai Dire - Ha NOi) san xuat. 

Mdu thuloc do Vien Kiem nghiem thu8c Trung ucrng lay tai COng ty TNHH Linh 
:. Chi (Quay 304, ding 3, Trung tarn phan phoi Dugc pham va Trang thiet bi y te 

---------- 	Hapit---Medicenter, s0 1 Nguyen Huy Thong, Thanh Xuan, Ha N0i). Thydc ---- 
‘---------- khOng dat tieu chuan chat lugng NT6' chi tieu dinh tinh tarn that va gieri han nhiem 

khu dn. 

Civic Quan 1ST Dugc thong bao: 

1. Dinh chi luu hanh town qu8c Thu& bOt- Vi viem tan - V.A, S6 lo: 
28301216 HD: 30/12/2018, SDK: V47-H12-16 do Ca so. Dong dugc Vinh An 
san xuat. 

2. Ca so. DOng dugc Vinh An pho'i 119p vai nha phan ph hai thuac, phai: 

+ Trong died gian 05 ngay, giri thong bao thuh0i. tOii cac ca ser ban loam, ban 
le, sir dung Thu& bOt Thu.& bOt Vi viem tan - V.A, SO 10: 28301216 HD: 
30/12/2018, SDK: V47-H12-16 do Co so Dong dugc Vinh An san xuat va tien 
hanh thu hiii town 1)0 18 thu6c khong dat tieu chuan chat lugng neu tren. 

+ Giri bao cao thu h'ai ve Cuc Quan 1ST Dirge trong yang 01 thang ke tir ngay 
l(ST Cong van nay, h0 sa thu hOi bao gOm so lirongssan xuat, s8 lugng phan phoi, 
ngay san xuat, so lugng thu h'oi, cac bdng chimg ve viec thuc hien thu hoi tai cac 
co so ban buon, ban le, sir dung dd mua thu hoc theo quy dinh tai Th6ng to so 
09/2010/TT-BYT ngay 28/04/2010 dm B0 Y to huong clan viec quan 1ST chat 
lugng thu6c. 

3. SO.  Y to cac tinh thanh ph0 true thu& Trung uong, Y to cac nganh thong 
bao cho cac co so. kinh doanh, sir dung thu& thu h6i 10 thuOc khong dat chat 
lucrng neu tren, kiem tra va giam sat cac don vi thuc hien thOng bao nay; xir 1Sr 

Kinh giri: - Sa Y to cac tinh, thank ph8 trvc thu8c T 
2Ca so. Dong dugc Vinh An. 



KT. C!JC TRUANG 
PHO CVC TRUblsiG 
?,e) 

nhting don vi vi pham theo quy dinh hien harsh; bao cao ve Cue Quan ly Dugc 
va cac ca quan chirc n'ang có lien quan. 

4. Soy Y to Ha NOi kiem tra va giam sat Ca so Dong duce Viinh An till:re hien 
viec thu hei va xir ly thuoc bi thu hoi theo quy dinh. 

Cue Quin ly Dugc thong bao de cac don vi biet va thirc hien ./. 

Noi nkin: 
- Nhu tren; 
- Ti' Truong QuiSe Cuong (de b/c); 
- VKN thu6e Tif, VKN ththic Tp. HCM; 
- Cue Quin Y — B6 qutic phong ; 
- Cue Y to — B6 Cong an; 
- Cue Y to GivT —BO GTVT; 
- Cac phong DKT, QLKDD, 'Math tra Duce-MP, QLTT-QCT 

Cuc QLD; 
- Cong ty TNHH Linh Chi (QuAy 304, tang 3, Trung tam phan 

ph6i Duce pham va Trang thiet bj y to Hapu Medicenter, so 1 
Nguyen Huy Ttrorig, Thanh Xuan, Ha N6i) (de thuc hien); 

- Luu: VT, CL (HD). 

0 



SOY TE THANH HOA 

A' S6: 	4576c2  
OEN Ng ay : 

CAA 

Lim h6 sct s6: 	 

BQY TE  
CVC QUAN LY DT QC 

s6: 5044 /QLD-MP 
V/v thrill chi luu hanh va 

thu ht)i my.  phAm 

Kinh 
- So Y to cac tinh, thanh ph6 true thuOc Trung tran 
- Cong ty TNHH JBP Vietnam 

(Dia chi: So 121B clux'yng b& song Quan Hoa, phuOng Q 
quejn Cau Giay, thanh pho Ha NOi) 

s 	Can cur Thong tir s6 06/2011/TT-BYT ngay 25/01/2011 cila BO Y to quy dinh 
ye guan ly my ph'am; 

Can cur ket qua kiem tra hau mai ngay 30/3/2017 tai C6ng ty TNHH JBP 

LONG HOA XA-  1101 CHID NGHIA VnT NAM 
Brio 14p - Tv do - H4oh phut 

Ha N'Oi, ngayog timing niim 2017 

tytnam, 

Cuc Quan ly Dugc thong bao: 

1. Dinh chi luu hanh, thu h6i tren toan qu6c 03 san pham my pham' do COng 
ty TNHH JBP Vietnam nhap khau va chiu trach nhiem dua san pham ra thi tnrOng, 

_nhu sau: 

TT 
Ten san phAm ghi ten Phieu 
co 	a pham my pham cong bo 4  san 

S6 tiep nM Nn Phieu cong b6 
san pham my pham 

_., ga  , y cap 
 

1 GHC Brightening Soap 55733/12/CBMP-QLD 12/6/2012 
2 GHC Repairing Cream 55737/12/CBMP-QLD 12/6/2012 
3 GHC Essence 55739/12/CBMP-QLD 12/6/2012 

14 do thu h6i: my pham san xuat va luu thong-co cong thirc san pham ghi tren 
nhan khong dung nhu h6 sa da cong b6. 

2. Cong ty TNHH JBP Vietnam phai: 

- Giri thong bao thu h6i tai nhitng nai phan ph6i, sir dung cac san pham neu 
tren. Tien hanh thu hoi toan b6 cac 16 my pham khong dap irng quy dinh. 

- Giri bao cao thu h6i cac san ph7am tren ve Cue Quan ly Dirge tru6c ngay 

15/7/2017. 

3. Se'i Y to thanh ph6 Ha NOi kiem tra, giam sat viec thu h6i cac my pham neu 
tren cua Cong ty TNHH JBP Vietnam, bao cao ket qua ye Cue Quan 1Y Ducic. 

4. S6 Y to cac tinh, thanh ph6 true thuOc Trung uans thong bao cho cac co so 
kinh doanh,,  sir dung my pham ten dia ban tien hanh thu hoi cac san pham 	pham 
neu teen; kiem tra, giam sat cac dun vi thuc hien thong bao nay./. 

Nol rthp: 
- Nhtx tren; 	 TRUONG 
- Thir twang Trutrng Qu6c Cuong 	b/c); 
- Tap chi Dircic va My phrn - Cpc QLD; 
- Trang TTDT Cyc QLD; 
- Liru: VT, TTr, MP, 

KT. CVC TRVONG 



BO Y Tg 
CUC QUAN DIXQC 

S6: e3q,,2ef /QLD-MP 
V/v dinh chi luu harih va 

thu hoi my phAm 

- Cong ty TNHH Sputnik Viet Nam 
(Dia chi: so!  10 Ltrang Dinh Ctia, khu phei 3, phtrang Binh Khan, qua'n 2, T 

Kinh giri: 
- SCI Y t6 cac tinh, thanh ph6 trqc thu0c Trung uo'n ;D 	

... . 	........ 
Ng a y: 

Churdn: .................... 
Lig 	........ 

CONG HOA. XA. HOI CHU NGH1A 	NAM 
DOe 	- Ttr do - H4nh pink 

Ha Nai, ngay 	thang 7-nam 2017 

SO Y THANH HO, 

	

f
; 	SO": ... 

Can ctl Thong to s6 06/2011/IT-BYT ngay 25/01/2011 dm BQ Y t6 quy dinh 
ve quan 15,  my phdm; 

Can cir k6t qua ki6'm tra h4u mai ngay 26/5/2017 d6i 	Cong ty TNHH 
Sputnik Viet Nam; 

Cuc Quan1S/ Dugc thong bao: 

1. Dinh chi luu hanh, thu h6i tren town queic 05 san phAm my pham sau: 

STT Ten san pham 

S6 tie'p nh4n Phu 
cong b8 san pham Ten, 

my pham do my 
 

Cue QuanVt Dugc cap 

cap 
dia chi COng ty 
san xuat 

1 Cream for legs 
vari kosette 

9045/16/ CBMP - 
QLD 

17/05/2016 

IQ Cosmetic Laboratory 
(Dia chi: 15 

Bashilovskaya Str., 
Moscow, Russian, 

127287. Manufactured: 
 Property 39, 

Armeyskaya Street, 
village Koryakovo, 
Borovsky District, 

Kaluga Region, Russia, 
249020, Lien bang Nga) 

2 
Bust care 

cream upsize 
9046/16/ CBMP - 

QLD 
17/05/2016 

3 
Warming body 
balm flekosteel 

9047/16/ CBMP - 
QLD 

17/05/2016 

4 
Revitalizing 

cream hendel's 
garden 

111872/15/
D
CBMP - 

QL 
18/09/2015 

Clever company, 
Limited Liability 

Company (Dia chi: 
Voronovskoye 

Settlement, near LMS 
rural settlement, 

Moscow, Russian 
Federation 142160, 

Lien bang Nga) 



5 Psorilax 29565/17/ CBMP - 
QLD 

13/03/2017 

Russkaya Cosmetika 
(Dia chi: Building 53, 

Vokzalnaya str., 
Odintsovo, Moscow 

region Russia, 143005, 
Lien bang Nga) 

- Ten, dia. chi Cong ty chiu trach nhiem dua san pham ra thi trireng: Cong ty 
TNHH Sputnik Viet Nam (Dia chi: so 10 Luang Dinh Ctia, khu pho 3, phu&ng 
Binh Khanh, quail 2, thanh ph6 HO Chi Minh). 

L9 do dinh chi luu hanh, thu h8i: My pham,  hru hanh có thanh phan cong 
thirc ghi tren nhan khong dung nhu ho sa da ding b8; tinh nang, cong dking,ciia san 
pham ghi tren nhan kh8ng dung ved nOi dung da ke khai trong ho sa cong bo. 

2. COng ty TNHH SputnikViet Nam phai: 
- Giri thong bao thu hoi 	nhimg nai phan phoi, sir citing san pham neu tren. 

Tien hanh thu hoi town bQ cac 18 my pham 'thong dap img quy dinh. 
- Gni bao cao thu hoi cac san pham teen v6 Cuc Quan 19 Dugc trugc ngay 

15/07/2017. 

3. SO.  Y to Tp. Ho Chi Minh kie‘m tra, giam sat viec thu,h8i cac m5/ pham neu 
tren &la Cong ty TNHH Sputnik Viet Nam, bao cao ket qua ve Cuc Quan 19 Dugc. 

4. S& Y to cac tinh, thanh pho trkrc thu8c Trung uang thong bao cho cac ca 
s& kinh doanh, sir dung my pham ten dia ban tien,hanh thu hoi cac san pham my 
pham neu ten; kiern tra, giam sat cac don vi thkrc hien thong bao nay./. 

Noi nkin: 
- Nhtr tren; 
- TT. Trtrang Qu'oc Ctrang (eM b/c); 
- Tap chi Dugc va My pham-Ctic QLD; 
- Trang TTDT Cue QLD; 
- Lau: VT, TTr, MP (Q). 

KT. CUC TRIYONG 
PHO C C TRUONG 
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